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distinctly claim the subject matter which applicant regards as 

the invention. Specifically, the Examiner has asserted that 
"lt]he| term 'supercharged zinc fetuin' is not defined by the 
claim,! nor does the specification provide a standard for 
ascertaining the requisite degree and/or specific activity to be 
deemed sufficiently supercharged..." Applicant respectfully 
traverkes the Examiner's rejection because Applicant, in the 
specification, has specifically defined the term "supareharged 
zinc fetuin". 

lib is well established that an inventor can be his own 

lexicographer so long as the terms at issue are defined. See 

e.g. Novo Nordisk of North America, Inc. v. Genente ch , Inc., 77 

F.3d. 11364, 1369 (Fed. Cir. 1996) ("it has been long accepted 

that 4 patentee can be his own lexicographer, provided that he 

15 de fine's the terms."). Here, "supercharged zinc fetuin" has beer. 
I 

cleariy defined in the specification. Specifically, the 
specification states that "supercharged zinc fetuin" is prepared 
by removing all inorganic ions from fetuin, including zinc, 
calcium, and barium, and then reloading the fetuin with only 
20 zinc. I See page 25, 11. 11-17 of Specification. Therefore, zinc 
is the only inorganic ion bound to fetuin. In addition, the 
specification further defines "supercharged zinc fetuin" as 
increasing the selective apoptotic activity by three to four 
times I as compared to fetuin prepared using the modified Spiro 
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method. See p. 25, 11. 17—21 of Specification. Therefore, both 

the requisite degree of zinc, as well as the specific activity 
associated with "supercharged zinc fetuin" has been defined in 
the specification. Accordingly, as Applicant has specifically 
5 addressed the Examiner's indef initeness assertions, Applicant 
respectfully requests that the Examiner's 35 U.S.C. 112 be 
withdrawn* 

II. Response to 35 U.S.C. 102(b) and 103(a) Rejection. 

The Examiner has rejected claims 6-9 pursuant to 35 U.S.C. 

10 102(b) as anticipated, or in the alternative, 35 U.S.C. 103(a) 
as obvious over Splro and Tsai. The Examiner has stated that 
claims 6-9 are drawn to "product by process claims" which define 
the product by its method of making. The Examiner has cited in 
re Thoroe , 227 USPQ 964, 966 (Fed. Cir. 1935), in asserting that 

15 "if the product in the product-by-process claim, is the sa::i? as 
or obvious from a product of the prior art, tha claim is 
unpatentable even though the prior product was made by a 
different process." The Examiner further states that the Spiro 
article and Tsai patent reference isolate a fetal bovine fetuin 

20 which comprises zinc and thus appears to be within the scope of 
the supercharged zinc fetuin. Applicant respectfully traverses 
the Examiner's position for Applicant's "supercharged zinc 
fetuin" is neither the same, nor an obvious product derived from 
the fetuin disclosed in Spiro or Tsai. 
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The fetuin disclosed in Spiro and Tsai is substantially 

similar to that disclosed by the Applicant in section (1A) of 
this application . In that section, Bovine fetuin was prepared 
using the modified Spiro method* This Spiro fetuin is the 
5 precursor to "supercharged zinc fetuin" and is not what is 
claimed in claims 6-9. The method for making "supercharged zinc 
fetuin" which uses the Spiro fetuin as a starting agent is 
disclosed in Section (IF) of this application. This method for 
producing "supercharged sine fetuin" includes effectively 

10 removing all inorganic ions r including zinc, calcium, and barium 
from the zinc, and then "supercharging" the fetuin with zinc 
only. The end product is "supercharged zinc fetuin." This 
"supercharged zinc fetuin" is neither the same, nor an obvious 
product of the fetuin generated in Spiro or T?*i, in that the 

15 "supercharged zinc fetuin" has been stripped of all inorganic 
ions and then reloaded with only zinc. The Spiro and Tsai 
fetuin, on the other hand, still have other inorganic ions, such 
as calcium and barium attached to it- Since '"supercharged zinc 
fetuin" is neither the same, nor an obvious derivation of the 

20 fetuin derived from Spiro and Tsai, neither Spiro nor Tsai 
anticipates or makes obvious claims 6-9. Accordingly, Applicant 
respectfully requests that Examiner withdraw his 35 U.S.C. 
102(b) and 103(a) rejections, 
/// 
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III. Response to 35 U*S«C. 102(e) rejection. 

The Examiner has rejected claims 6-9 pursuant to 35 U.S,C- 
102(e) as anticipated, or in the alternative, 35 U*S.C. 103(a) 
as obvious over Yu* The Examiner's rejection is based on the 
5 incorrect assertion that "supercharged zinc fetuin" is either 
the same as or an obvious derivation of the product disclosed in 
Yu . Applicant respectfully disagrees with the Examiner's 
position for the two products are neither the same, nor obvious 
in light of one another. 

10 Yu discloses a zinc — charged fetuin which, similar to the 

Spiro and Tsai fetuin, has other inorganic ions attached to it. 
In fact, the only difference between the fetuin of Yu versus 
that of Spiro or Tsai is that Yu takes the Spiro/Tsai fetuin and 
further incubates it with £:.nc. The Yu zin^ — ch^g^-i fetuin 

15 still has other inorganic ions attached to i : :. A3 mention 
above, the method for producing "supercharged zinc fetuin" 
includes effectively removing all inorganic ions, including 
zinc, calcium, and barium from the zinc, and then 
"supercharging" the fetuin with zinc only- The end product is 

20 "supercharged zinc fetuin." This "supercharged zinc fetuin" is 
neither the same, nor an obvious derivation of Yu's zinc-charged 
fetuin for the "supercharged zinc fetuin" has been stripped of 
all inorganic ions and then reloaded with only zinc. 
Accordingly, since the two products are neither the same, nor 
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obvious , Applicant respectfully requests the Examiner withdraw 
the 35 U.S-C. 102(e) rejection pursuant to Yu. 
IV* Response to 35 U,S,C- 103(a) rejection. 

Finally , the Examiner has rejected claims 1-9 under 35 
5 U.S.C. 103(a) as being unpatentable over Yu. As a basis for 
this rejection, the Examiner has stated that "the Yu patent 
publication discloses 'zinc-charged fetuin' which is apoptotic 
to cancer cells made by the addition of sine acetate following 
the isolation of bovine fetal fetuin purified by the modified 
10 Spiro method; which ' sinc-charged fetuin' appears to be within 
the scope of the 'supercharged zinc fetuin' presently claimed." 
The Examiner further states that yu teaches that fetuin produced 
by Sigma lacks apoptotic activity due to the use of EDTA and 
that ainc is the critic^.?. i->r nnr^Hcary for rr v -' [ ; : " ^^-^''.ty. 
15 Accordingly, the Exami^-r f^-ls that it wcuIJ to oLvi^uc to q,;- 
skilled in the art to remove other ions with EDTA and then 
incubate the fetuin with zinc. 

Applicant respectfully traverses the Examiner's rejection 
because Dr. Yu was under an obligation to assign over her rights 
20 associated with zinc-charged fetuin to Ambryx Biotechnology, 
Inc., which is the same entity to which the present inventor has 
an obligation to assign his inventions* In addition, aside from 
this obligation. Applicant's invention as presently claimed 
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falls outside of the subject matter indicated/ taught or 
suggested by Yu. 

Pursuant to 35 U.S.C. 103(c), subject matter that is 
developed by another person, which qualifies under 102(e) as 

5 prior art shall not preclude patentability where the subject 
matter and the claimed invention were, at the time the invention 
was made, subject to an obligation of assignment to the same 
person. The zinc-charged fetuin which forms the basis of the 
Examiner's obviousness rejection was discovered by both Dr. Yu 

10 and Dr- Tsai. This discovery eventually culminated in the 
issuance of the '298 patent which was then assigned over by Dr. 
Yu and Dr, Tsai to Ambryx Biotechnology, Inc. 

U.S. patent number 5,994 r 2?S (hereinafter "th* '29? 
patent") w,:5 issued to ^ ' ..-'^ {7?viJ T.:.*i; ~ 1 ^ 

15 November 30, 1999- Oii July 6, 22ZZ t tl^ I-'' ■'■ * : ; * v; - s 

assigned over to Ambryx Biotechnology, Inc, ( h:.r*^inaf t ar 
"Ambryx") See Assignment of Patent Rights, a true and correct 
copy of which is attached hereto. The '298 patent discloses the 
following facts: (1) fetuin purchased from Sigma has low 

20 apoptotic activity; (2) that Sigma was prepared by EDTA which 
removed the zinc ion; (3) and that removal of this zinc ion may 
cause the irreversible loss of protein activity- See '29 8 
Patent, col. 17, 11. 40-56. These facts form the basis of the 
Examiner's obviousness rejection. 
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Pursuant to 35 U.S.C. 103(c), Yu's printed publication, 
which qualifies as prior art under 102(e), must not preclude 
patentability due to the her assignment of the rights to the 
'29 8 patent over to Ambryx. In other words, the Examiner has 
5 offered an obviousness rejection pursuant to Yu based on the 
apoptotic affects associated with zinc and the effects 
demonstrated by the use of EDTA by Sigma to remove ions. This 
is precisely the same subject matter that v;as previously 
disclosed in the '298 patent. And, since Dr. Yu had assigned 

10 over her rights to Ambryx, 35 U.S.C. 103(c) is applicable, and 
the Yu reference cannot preclude patentability. Accordingly, 
Applicant respectfully requests the Examiner withdraw the 35 
U.S.C. 103(a) rejection. 

Air'.:? £ro*n 35 U.S.C. ~ ? "it tr-^— 

15 Examiner's obvious-iass xo'^r.t:.-:\ <••: th? h7-\r ^ l ~t ? 
invention as presently clai:.^d fallc outside c: the subject 
matter indicated, taught or suggested by Yu. According to MPEP 
§ 7 06. 02 (j), "[tjo establish a prima facie case of obviousness, 
~ the prior art reference (or references when combined) must 

20 teach or suggest all the claim limitations. The teaching or 
suggestion to make the claimed combination and the reasonable 
expectation of success must both be found in the prior art and 
not based on Applicant's disclosure." In re Vaeck, 947 F.2d 
488, 20 U.S.P-Q. 2d, 1438 (Fed.Cir. 1991). 
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Applicant respectfully traverses this rejection because the 

reference does not teach or suggest* all the claim limitations. 
Specifically, Applicant's invention requires that the 
" supercharged zinc fetuin" be stripped of all inorganic ions, 
5 and then reloaded with only zinc. Therefore, the supercharged 
zinc fetuin lacks all other inorganic ions found in fetuin such, 
as calcium or barium. Yu on the other hand does not teach or 
suggest this. In Yu r fetuin modified using the Spiro method is 
merely further incubated with zinc. Therefore, the Yu zinc- 
10 charged fetuin still has other ions such as calcium and barium. 
Applicant's supercharged fetuin, on the other hand only has 
zinc. 

It is not obvious from Yu to remove all the other ions and 
than l::-.d f?.ti:in with T* ^ - , '.t I: ^t-.,^ .. lt ,. t i, „ 

15 cOujiuc;:ion of auJiti-^d z' : „g v'*. J -.h t' c .. l .: -v"- - 

ions increases apoptotic acti^i 1 -.**. Th-.t L? r fro^ or ? i- r.-vt 
sure whether the apoptotic activity is linked to sine alone, ox- 
zinc in combination with the other ions. Applicant resolves 
this issue by demonstrating the apoptotic affects of fetuin 

20 bound only with zinc. 

The cited art does no more than offer an invitation to 
experiment. See Enzo Biochem, Inc. v. Calgene, Inc. , 188 F.3d 
1362, 1373 (Fed. Cir. 1999) ("However, there must be sufficient 
disclosure/ either through illustrative examples or terminology. 
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to teach those of ordinary skill how to make and use the 
invention as broadly as it is claimed. (Citation omitted). 
Here, however, the teachings set forth in the specifications 
provide no more than a "plan" or "invitation" for those of skill 
5 in the art to experiment practicing antiser.se in eukaryotic 
cells- they do not provide sufficient guidance or specificity as 

00 

to how to execute that plan."). See In re VaecV., 947 F.2d 483, m 
496 & n. 23, 20 USPQ2d 1433, 1445 & n. 23 (Fed. Cir . 1991 ) - See H 
Tn r « Stephen E » Wright , 999 F.2d 1557, 1562, 27 USPQ2d ^ 
10 1510, 1514 (Fed. Cir. 1993) (The court advised, "The general ^ 
description and the single example in Wright's specification, |jj 
directed to a uniquely tailored in vitro method of producing in g 
chicken C/0 cells a vaccine e-^-t th* pr»~' -rvi^ — r vir- TJ 



ij i'^uary of 19C3 tl^r. ' : '-2. — : ■- " :. - " * H '""'" 

whothdr other vaccines h-.'/Ln-j i" vivc i.'. : --v. or t. ■- -• s-ztz.v:-.y 

could be constructed for other RHA viruses."). Applicant 
merely took this invitation to create a novel, non-obvious, form 
of fetuin. Accordingly, Applicant respectfully requests 

20 withdrawal of the Examiner's obviousness rejections pursuant to 
Yu. 

V. Conclusion . 

Based on the aforementioned remarks, it is Applicant's 
position that this application is in a condition for immediate 
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allowance, and such action is respectfully requested. If the 
Examiner believes that a telephone or other conference would be 
of value in expediting the prosecution of the present 
application,, enabling an Examiner's amendment or other 
5 meaningful discussion of the case, Applicant invites the 
Examiner to contact Applicant's representative at Trojan Law 
Offices, 310-777-3399. 

Respectfully submitted , 
Trojan Law Offices 
10 B Y : 




Date: October 21 , 2003 n\ 

Roy rf. Kim 
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ASSIGNMENT OF PATENT RIGHTS 

WHEREAS, W2, DAVID TSAI, residing at 2500 Townsgate Rd. , Unit 
C, Westlake Village, CA 91361, U.S.A., and JENNY YU, residing at 
2500 Townsgate Rd. , Unit C, Westlake village, CA 91361, U.S.A., 
have invented certain a new and useful PROTEINS FOR CANCEL CELL 
SPECIFIC INDUCTION OF APOPTOSIS AND METHOD FOR ISOLATION THEREOF, 
for which an application {No. 09/149,875) for a United States 
Patent was filed on September S, 1993, and U.S. Patent {No. 
5,994,258) was issued on No've^er 30. 199?, and 

WHEREAS, AMBRYX BIOTECHNOLOGY , IXC, a California 
corporation, having its principal place of business at 2500 
Townsgate Rd. , Unit C, Westlake Village, CA 91361, is desirous of 
acquiring the entire right, title, and interest in end to s?.ic 
invention, said Patent application an* patents v^i- 1 - mw be 

granced and issuea thex ^n ..ne * < ^ - - . 

the world; 

MOW THEREFORE , in consideration of the sun of on* dollar 
($1.00) and other good and valuable consideration, the receipt or 
which is hereby acknowledged, WE, DAVID TSAI and JENNY YU by these 
presents do hereby sell, assign, and transfer unto said AMBRYX 
BIOTECHNOLOGY, INC the entire right, title, and interest, to said 
patent for the territory of the United States of America, and 
through out the world, including any and all foreign rights and 
Convention priorities, in and to said invention, application, and 
Letters Patent; said invention, application, and Letters Patent to 
be held and enjoyed by said AMBRYX BIOTECHNOLOGY , INC * for its use 
and behoof and for its successors and assigns to the full end of 
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the term for which said Letters Patent may be granted, as fully 
and entirely as the sair.e would have been held by .me as if this 
assignment and sale had not been made; 

I FURTHER AGK3E to execute upon presentation any and all 

conies tic and foreign applications describing and claiming said 
invention without further consideration, and in conjunction 
therewith to execute any and all further assignments or other 
docuzients that may be required for filing under ths Internationa 
Convention or for recording in patent offices throughout the 
world. 



j , 

Dated this day of v-/wY , 2C00, 



DAVID TSAI 



JENNY gy (/' Q/' //"-^ 



State of 



J SS: 



County of 



Before me personally appeared said 



and acknowledged the foregoing instrument to be 
deed this day of \JiA>J 




free act and 
2000. 




Cornmliicn^ 1222572 
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